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DEPARTMENT OF HEALTH A?jD HUMAN SWUICES 
Food and Drug Admlnlstratkm 

1. Check all appllcabl& boxes and ?gpe or prht the 
wueatoct Inform&ion. 

2. Submit an 0rlgkM anU four (4) aop~ea. 
1. NAME OF COYPANY 

Fullhouse Productlons Z&C . 

A lewr dieplay device 
A projector 1~ a lsser light show 
A her light show 5 Less then 5 days 

Q. TOUR IS INTENDED To RUN FOR 
c. q PROJECTQRS ARE INTENDED FOR SALE, LEASE, OR LOAN TO m More than 6 manths 

OTHER LASER LIGHT SHOW PRODUCERS 

d. PRODUCT IS INTENDED FOR USE IN A 
0 Planetarium of ather dome pro]e&m structure 
D Theater 
[3 Hotel/motel ballroom of meeting mom 
n Store dlopleys 
q Trade bhow or kxnvention 

h. PRODUCT UTlLIZES THE FOLLOWING LASER EFFECYS 

Rear screen projections 

iso bdudw stenning any acctwsible 

ifratiatiin of &&tg mirror balls, etc. 

Laser Radiation wtput can be scwned from DC to 2 Khz and cBn be moduktid in both wevelctngth and intensity up to 100 KHZ. 

ra. 
q Compnance with the limits of ‘xl CFR 1WD.t l(c) would rerttiqt the intended use afthwprodgct bwizu#z wmplisnce would 

knit Me output power to the extent that thhe desired efkts WCM net be suffi&MJy visibi~ 

El Other of sUdilion*l 0a~lMMior1 f%Mfj$ ,. I*-,- 

sDe\nn‘ ,P Lt*,lhnl #P APL**I iz-rlc bamC 115C A DAr,CS 



JFIN-8-2002 11:12R FROM: l-0: 1%3182?6870 P: 3’17 

a It Is proposed 413 U&ale frc+m the provisions af 21 GPR /W?.l l(c) In thal the %&%si+ temiasion lftvel would a~~ce&Y the 
awwible emission limits specified in 21 CPR liJ40.1 q(c). 

a It is pmpased to &viaW from @IS pfovision~ d 21 CFR 1 iMf%,l 1 (c) as folkwx 

12. ADVANTAGES TO BE DEWED FROM SUCH DEVIATION 
q Laser Ilght shows and displays arg ao4epW.I p&+&r me& Jn ehtinmnt md the aft&. Use crf parer levels in excesb 

of the limits impas& bv 21 CFR 1040.1 f(c) is n&&essay Qa achieve the required effcts in lheaa media. 
0 Other or addltlonal advantages (deacribs a& explartJ). 

3. EXPLAIN THE ALTERNATE MEANS OF RAIXATlQN PROT@CTION TO BE PROVIDEDt [Ch&r9smany b&%9 as apply. In itam 74 “Rematks,” 
ju@y any bores not chacke~, us& additiwnal shears as nec6saa~. ST&t any &or means of kdiafiort prvf&ficw whet win be usec$) 

a. q All laser produns, systems, showa, and pf#&xs will be c&&d to comply with 21 CFR 1@%0,90 and @a @Wtiollb of this variance and will 
Es repealed 88 mqufmd by 21 CFR 1002.10 AND ‘tW2.11 ~uaing Q’ie reporting guides proVk$rA for ooch @urpes%e. These&ions will be 
eowmplished prior In any inlraduLti0n into a~nmenrr. 

b, q Effects not specifically indictateg ifi this variance ~ppk&an will not be &@rforrned, No Ms?q’ &ects wi!i bir; added until an amendment to the 
variance has been tiinecl and the required rqx& br suppkmenls, as spplitibkx have n sybtiift&. 

c. •! %anning, projection. or reflection of laser and cx&Mcsraf nrdi&ion (r&&t &CW redisrii4r3) in@ audW?ce w other a&essible uncomrolled areas 
will not be permit&id 8apepL ‘*for difWe tBtiec@ns $ro&ed by th6 a(mosptWe, W&d WrtoSpheric t;eahleftf+lng media, and tar@ aoree+~S. 

d. e?3 Laser radiation levels in WUYX+S of the Umks of Cla$$ t will I& be pennitusd at any poirtt&%$ than 8.0 mo&~~ Above any surfaa~ upon which 
persona ether than operates, perfofmers, or enqk5yees am p&n&W 10 slirnd or 2.1 meters b&w oi in k&id Mww&ijon fmm any plaes 
where such per%ons are prmittad4o be. Opefslta~, pe&rfi~~~, a+ employees will fro? be reqtrired Or elitied ta view radiation above tithe 
limits of Claa$ 1 or be erposed to md&tien abwtt era limlts‘specified in 21 CFR 1040.11(c), 

e. 1&9 Any produa which relies on scamting 16 mcaet BCOBSS, e#6ppsure. or pWuc;t Edelrs limits will inWp@ate ir aicanning SafegUard 6yetem which 
directly senl~os scanner motion and which W mait fast &zn@~ to-preclude exerxteeding fhe applicable limit 

f. a AlI la$er light shews ehelt be under Iha, dlroot and perrronet &ntrol af trelned, compolsnt opsraW4~). The apemtor(6) will: 
(I) Be an employee of the variince holder who will be responsible for the training and the OwFducl of rhe aperator; 
(2) Be IMlated where all heam paths can be direCay obst~& at al times; and 
(3) lmmedlataly Wtnlnale the emission of liBh1 chow rsdialjq in the even1 al any W%Wa r%8%dition: or, 10’ auldoor shows, upon rwuest 

by any air traffic cuntiDf ofFiciala. 

h. m  The pmjmlion ryem (i.e.. tho pq,W and&It other ~mponewls usedi pmdtm? ~e]~tt~ &UaJ wili be securely m0unled or 
imrnobllited to pravant unintended movement of misalignmcsmt. Beam masking will be~pim&ied as iin inherent pan of the system design to 
prevent overfilling of screens, b&m sl6ps. teqslb, et6 

i. q Laser projeelen will not be delivered to any other pafly und& an agreement of s&i+% lenaa. or !oen qnfe@ and until #a m&lent uemonslretes 
that they have a varfance in effect al the tin16 of delivery thlpermiLs them to piDduce I&& lighk lhaws i f?cOQO~thg such prpjecztor(s). 

j. q In addition to the requiremen& @f 21 CFR 1040, IO@), the ma~f&umr of laser pn>jec%em&ysccbmai wig ptcvide lo parties who purchase, tease. 
or borrow the equipment, adequate useti instfuctIQna for sgte? installation and operl3ion W&h exp&in tl@ respone&itily of lhl? recipient es an 
independent: light show manufarxurer to submit that required fepons and apply for and obtain a,vWianca fmm CBRH prior lo inbuduotion inlo 
cammerue of any laser Ii@ht ~~WWS. 

k. a ‘The requirements of 21 CFR laO2.XI(a)(l) and (2) will be accomplished through the usa of ##ten prc@urrts fcs eebp, slignmenr, testing, 
and performer~ce of each show. These procadu~ Hill be in sufficient d&ail te ensure 6ompf&%% with Zf WR 10~0.10, the condidons of this 
variance. -and the ocintiol of abeess’b radiation a~ using ula procedures described &!I Lhe AN§IL1M.I sfandard ‘for the saf@ use of lasers 
(Americart ~V?fional $tzrnd@s tnsfitufa. 1430 tilroadway, New York NY 7 0018) Q  @my bth& %qulvap& s&er tzor~sir~~ua standard and, where 
epplloebkv, state or local ~mquir~~~hta. Laser redWon anaS whir% WI cor&ain red- Iawls @we thie limlta specllled in 21 CFR 1 b46.11 (e) 
will ba clearly idenWfed by We pescipg of warning signs and&r rawtrlcting m &r$u.qh f&&al means &&I as preawrit switches. phofu 
cells, banfers, guerda. ete’,), Thrise rtiquiramt3 applv to kim@ortlw8?aes &ch ns’du@tg’s!#t up utlcj 8e?tt &Wt%?duraa) and b %I& or 
permanent areas. The variance holder will retain the recoibs of the& procedures an#$e reaul!s Of eR &x&s as required by21 CFR 1002.31~ A 
copy of the variance application, the approval ,1&&r, currart~&&xdUe$, slnd reor#de rala&$@ ke es’@ pa&ular show witI be wilt the operator 
or other responsible individual and will be made avaIlable fQf i6spection by FDA and,ahr resporisibta authorities. 

DRM FDA 3147 (12103) 
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Addendum co part6 13 sections I and J; Atl rq~rabara ara Qd waar prote@tiv6t‘cty$w&ar ~~~ab~~~t~ ~av~i~~s when appropriate, All 
OW&OIS must be knowtedgeabte with laser 5&&3f and r~@.k?tiarts aa par ltil jurkdict~oion. Iti ~&$tion our -lasers will only be used by 
authorized operators of our company. 

1 CEfrrlM mat all of the @iwe inform&ion and a@&ne&s ark true, complete, and c@mat to $6 .beat cjf my Lmowledga and acknowledge that 
my variance application may be daniad or my variafice may & rev&e&# this ap&x@& is idtlnd to be %&a, m&leading or incorrect in any 
material way, I have submit&d end *II submii all r&x&i :uq@ed by ill GFR %XQ,‘K,’ ptrd ‘$gOZ,ll o@ :rhe fawr equipment and shcw(s). 1 
funher undentand thal I msy be nquirad by ragulajhrn or by’@e Wreckr, %ertkr far iWicq+i ami Radickg&A Health, to supply such alher 
infofmati0n ,af may be r~aoocse~ to evaluate an&sct on fhit ##iitieri. 

?&&hew E. Bryan Fulihauae PradMion~ Owner/ Laserist 
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